To investigate the impact of implant-prosthetic rehabilitation combined with nutritional counseling on the nutritional status of patients with severely reduced dentitions.
Introduction
Despite the extensive establishment of implant-supported prosthetic restoration, thus far, a comprehensive evaluation of its effectiveness, particularly with respect to the influence on the nutritional status and quality of life after implant-supported prosthetic treatment, has not been performed.
The correlation between current nutritional status and dental status has previously been discussed in several studies [1] [2] [3] [4] [5] [6] [7] [8] . An impaired ability to chew has a negative effect on food selection and diet [1, 2, 6] . In addition, increasing tooth loss leads to a change in dietary composition [3, 5, 9] . In addition to gastrointestinal disorders, [10, 11] an inadequate diet can result in malnutrition, with a prevalences of 0-10% for independent elderly individuals and 50% for geriatric acute or hospitalized patients [12] [13] [14] .
The influence of an optimized dental status due to a positive dietary change depends on general health, socioeconomic status, individual dietary habits and condition of the masticatory system [15] . Food rejection is primarily due to masticatory disorders. Furthermore, reduced taste sensation or long-lasting adaption may require a rationalized nutrition plan [16] . Thus, improved nutritional behavior is not guaranteed after prosthetic and masticatory rehabilitation. An individually tailored nutrition intervention simplifies dietary changes for prosthetic rehabilitated elderly individuals [17] .
The influence of prosthetic restorations on nutritional status has been previously discussed, particularly concerning complete and removable partial dental prostheses often also referred to as "removable partial denture" (RPD) [3, 4, 18] . In addition, various groups have investigated potential improvements in nutritional status and quality of life by both conventional and implant-supported dentistry [19] [20] [21] [22] [23] [24] . Whether an implant-supported suprastructure supplying severely reduced dentition leads to an improved diet cannot currently be answered unequivocally in the literature. There is a lack of clinical studies containing before/after comparisons of implant-prosthetic treatments. Additionally, few studies have investigated blood parameters and nutrient intake over a period of several months [23, 25, 26] .
This study investigated the impact of nutritional counseling on the nutritional status of patients with severely reduced dentitions after implant therapy in a pre-post design. The counseling aimed to help patients use their enhanced chewing efficiency to improve their personal diet. To the best of our knowledge, data on the effect of nutritional counseling on patient nutritional status after implant therapy are limited. This study was intended as a pilot study to identify possible marker variables.
The following null hypothesis was tested: nutritional counseling does not influence nutritional status, as assessed through nutritional blood-markers and body mass index (BMI) in patients with severely reduced dentitions after implant-prosthetic rehabilitation.
Furthermore, we analyzed a variety of typical blood and nutritional parameters to identify possible marker variables for a large-scale study.
Methods Patients
Overall, 25 patients with fewer than ten pairs of opposing natural teeth (antagonists) and who were capable of feeding themselves were eligible and willing to participate. In all patients, a combined implant-prosthetic treatment with fixed or removable dental prostheses was planned. Patients addicted to medication, alcohol and/or drugs, suffering from malignant tumors or infectious diseases, undergoing radiation therapy, pregnant or breast-feeding or unwilling or incapable of consenting were excluded. Due to economic reasons, three patients completely abstained from the planned implant-treatment and could not be included. Thus, 22 subjects were recruited for the clinical trial (Fig 1) . Informed consent was obtained from all participants in writing. After the beginning of the study, two patients were additionally excluded because they opted for a prosthetic treatment by their family dentist.
The remaining 20 participants (Table 1) were treated at the Department of Prosthetic Dentistry of the Justus-Liebig University of Giessen between July 1 st , 2009 and August 31 st , 2012. There was no loss to follow-up at six and twelve months.
The study was approved by the Ethics Committee of the Justus-Liebig-University Giessen, Germany (Jan. 29 th , 2008; Reg. No.: 181/07) and due to administrative delays registered in the German Clinical Trials Register on Dec 8 th , 2009 (DRKS-ID: DRKS00000155). The authors confirm that all related trials for this intervention are registered.
Methods
At the baseline, 6-month follow-up and 12-month follow-up examinations, patient dental status was assessed, and the following tests were performed:
• Mini Mental Status (MMS) [27] acc. to Folstein • Mini Nutritional Assessment (MNA) [28] • Oral Health Impact Profile (OHIP), which is the most frequently used assessment in dentistry to analyze Oral Health-related Quality of Life (OHRQoL) [29] . In the present study, the German version of the OHIP (OHIP G14) was used [30] .
• Masticatory function test To evaluate masticatory efficiency, the method described by Wöstmann and Nguyen was employed. The patients were asked to chew a standardized cube of carrot (2 cm x 2 cm x 1 cm) within 45 seconds into pieces as small as possible without swallowing any part of the carrot. The carrot pieces were collected in a Petri dish. Then, the degree of the comminution was evaluated visually by comparison with a reference scale (level 1 = fine; level 6 = impossible) [31] .
Additionally, 17.7 ml of blood was taken from each patient to determine the serum values of hemoglobin, iron, total protein, albumin, pre-albumin, cholinesterase, HDL/LDL, triglycerides, cholesterol, ferritin, zinc, beta carotene, vitamins A, B12, C, and E and folic acid. All blood samples were taken between 8 am and 9 am. For sample collection, all patients fasted for at least 12 hours.
Anthropometric data (body mass index), energy supply, a 3-day dietary record, and an additional questionnaire determining dietary behavior were obtained. Both questionnaires were also used in the long-term GISELA study [32] and have been previously validated.
Six months after implant therapy and prosthetic rehabilitation with a minimum of 10 occluding pairs, individually tailored nutritional counseling was performed by a dietician at the Department of Agricultural Sciences, Nutritional Sciences and Environmental Management, Institute of Nutritional Science, Justus-Liebig University, Giessen, Germany. Individual counseling was based on the 3-day dietary record and dietary behavior questionaire, [32] which were completed by the patients in advance.
Statistical analysis
All blood parameters and ordinal data (MNA, masticatory efficiency test, and OHIP-G14) were subjected to a Wilcoxon matched-pairs test (p = 0.05). To identify significant group differences, the Mann-Whitney test was used (p = 0.05). As the study was intended as a pilot it was decided to assume a change in weight of about 1kg in an average subject (1.75 m / 70 kg) as a basis for power calculation. Under this assumption a sample size of 18 (change in BMI: 0.35, std 0.5) was calculated for a desired power of 0.08 and a significance level of 0.05. All data analyses were performed with the software package IBM SPSS Statistics 20 SPSS (IBM, Armonk, NY, USA).
Results
A significant improvement in OHRQoL after implant-prosthetic rehabilitation was observed (p<0.001) ( Table 2 ). All 20 participants had a lower total OHIP-G14 score at the 6-month follow-up compared with baseline ( Fig 2) .
A significant improvement in chewing efficiency was observed six months after implantprosthetic therapy (p<0.001). No subject exhibited decreased chewing efficiency. No further improvements from the 6-and 12-month follow-up were observed (p>0.05) ( Table 2) .
All patients had MMS scores above 27. No changes were observed during the observation period. The mean MNA increased only slightly from 14.6 ± 3.0 (baseline) to 15.1 ± 3.6 at the 6-month follow-up and 14.7 ± 3.2 at the 12-month follow-up (p>0.05) ( Table 2 ). In addition, no significant changes were observed in terms of anthropometric data (BMI) or energy supply (p>0.05).
With the exceptions of cholinesterase (p = 0.012), ferritin (p = 0.003), folic acid (p = 0.019) and vitamin A (p = 0.004), no laboratory parameter changed significantly during the (Tables 4 and 5) . Beta-carotene, iron, zinc and carbohydrates decreased, whereas cholesterol and retinol intake increased.
Discussion
This study was intended as a pilot study to identify possible blood and nutritional parameters suitable for a larger scale study on the effect of implant treatment on patient nutritional status. Thus, many parameters typically considered in a nutritional context were investigated. However, none of the 26 blood parameters exhibited potential for use as a marker variable. Due to the enormous costs of laboratory analysis of blood samples, only a limited number of patients were included, which is a shortcoming of this study. However, after baseline, no patients were lost to follow-up. The overall high cost of the implant treatment must be regarded as a potential source of bias as primarily patients with higher socio-economic status opt for implant treatment and thus where eligible for this study. However, these patients tend to be better nourished [15] . The most significant differences with regard to OHIP-G14 were observed between baseline and the second examination (p<0.001), indicating improvement in OHRQoL immediately following implant-prosthetic rehabilitation and an increase in antagonistic pairs. This improvement was observed in every patient. The significantly increased chewing efficiency was correlated with these parameters. Our results support those of Inukai et al. [33] and Brennan et al. [1] .
A range of publications have addressed whether implant-prosthetic rehabilitation influences OHRQoL [21, 22, [34] [35] [36] [37] . Compared with conventional dental prostheses, OHRQoL increased significantly after the implant-supported prosthetic restoration. Group differences were strongly observed for comfort and stability [22, 37] .
In concordance with the previous literature, these results demonstrate that implant-prosthetic rehabilitation commonly leads to enhanced masticatory efficiency [23, 24, 26, [38] [39] [40] . In addition to a masticatory efficiency test, other technical measures can assess chewing efficiency. Awad et al. [26] used questionnaires to determine chewing efficiency among middle-aged edentulous patients. Compared with visually evaluated techniques (e.g., masticatory efficiency tests with carrots or artificial test food), questionnaires and food records do present a disadvantage regarding objectivity.
MNA is a popular instrument for determining potential malnutrition in the current literature [39, [41] [42] [43] [44] . Concerning the current results, no changes were observed throughout the study period. This result can primarily be explained by the fact that most participants did not exhibit indications of malnutrition or were classified as being at risk of malnutrition. Thus, no substantive improvements could have been expected. In the present study, no significant changes were observed regarding anthropometric data (BMI) or energy supply (p>0.05). A trend towards reduced mean calorie intake was observed. Muller et al. [16] and Morais et al. [23] demonstrated a missing correlation between the insertion of dental implants and increasing anthropometric data (BMI) compared with conventional dental prosthesis patients.
During the investigation period, no laboratory parameter significantly changed, except for cholinesterase, ferritin, folic acid and vitamin A. Aside from these parameters, albumin and prealbumin are the most-studied blood parameters for assessing dietary status [23, 26] . The reason for these constant values relates to a constant good nutritional status among the clientele and the long half-life of albumin, which is approximately 20 days [45] . One advantage of the present study design is the repeated analysis of all blood parameters throughout the observation period.
Considering the changes for nutrient intake and food choice, it should be noted that food selection is heavily impacted by socio-economic status and individual habits and tastes [46, 47] . A non-significant decrease in fiber consumption was observed, which corresponds to the findings of Moynihan et al. [25] . However, fruit and vegetable intake increased slightly compared with the baseline level. These dietary habit changes are due to masticatory improvements (cf. Morais et al. [23] ). Occasionally, a few signs of improved diet could be identified after dietary intervention. In general, food awareness increased in the clientele after the tailored diet plan; unfortunately, these changes were not significant.
Conclusions
Collectively, the present study does not confirm the assumption that implant-prosthetic rehabilitation of patients with severely reduced residual dentitions with or without an individual nutritional counseling influences nutritional status. Of the blood parameters investigated, no parameter had potential as a specific marker. However, our results provide strong indications of a direct impact on OHRQoL and chewing ability among implant-rehabilitated patients, which confirms the functional advantages of implant prosthodontics. 
Supporting Information

